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Lamivudine-Resistant Chronic Hepatitis B: TeSLA Randomized Trial

Methods

1. Sample size calculation

The virological responses found through literature review were approximately 33% for
LMV+ADV in LMV resistant and 75% for L-dT in treatment naive chronic hepatitis B
patients, respectively (1, 2). We presumed the virologic response rate of 75% for L-dT+ADV
in LMV resistant patients as there was no previous data.

We calculated the sample size using PASS 2008, setting alpha-error to 0.05 and power to 0.8,
so that obtained 21 subjects to each group. Considering the dropout rate of 30%, 30 subjects
were assigned to each group, and a total of 60 subjects were suggested to enroll. However, as

the study progressed, there was few dropout, so the enrollment was closed with 43 subjects.
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